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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the 
fee set forth in 37 CFR 1 .17(e), was filed in this application after final rejection. 
Since this application is eligible for continued examination under 37 CFR 1.114, 
and the fee set forth in 37 CFR 1.17(e) has been timely paid, the finality of the 
previous Office action has been withdrawn pursuant to 37 CFR 1 .1 14. 
Applicant's submission filed on February 29, 2008 has been entered. 

Election/Restrictions 

Claims 22-25 and 40 were withdrawn from further consideration pursuant 
to 37 CFR 1 .142(b) as being drawn to a nonelected invention, there being no 
allowable generic or linking claim. Election was made without traverse in the 
communication filed February 6, 2006. These claims were cancelled by the 
amendment filed March 26, 2007. 

Terminal Disclaimer 

The terminal disclaimers filed on March 26, 2007 disclaiming the terminal 
portion of any patent granted on this application which would extend beyond the 
expiration date of US Patents 6,197,051 and 6,723,121 have been reviewed and 
accepted. The terminal disclaimers have been recorded. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying 
out his invention. 
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Claims 26, 36, 37, 42, and 43 are rejected under 35 U.S.C. 112, first 

paragraph, as failing to comply with the written description requirement. The 

claim(s) contains subject matter which was not described in the specification in 

such a way as to reasonably convey to one skilled in the relevant art that the 

inventor(s), at the time the application was filed, had possession of the claimed 

invention. The meaning of a "functional group" as used in the specification and 

claims was not adequately described; see the attached definition of "groups" from 

Hawley's Condensed Chemical Dictionary. Referring to claim 36, "aziridine" is 

an imine ring structure of ethylene imine so it is not clear how it can be a 

polyfunctional molecule in that it has only three elements in the entire molecule; 

see the attached dictionary definition for an aziridine. Not all of the elements of 

the aziridine molecule are known functional groups. For this reason, it is not 

clear what is meant by "functional groups." It is noted that pages 8 and 9 of the 

specification mentions a polyfunctional "aziridine" containing three aziridine 

moieties, but this molecule is not an aziridine in the ordinary sense. Moreover, 

the specification does not give a special definition to the term "aziridine" in that it 

does not redefine it in a clear, deliberate and precise manner. 

'"One purpose for examining the specification is to determine if the 
patentee has limited the scope of the claim. ' . . . For example, an 
inventor may choose to be his own lexicographer if he defines the 
specific terms used to describe the invention 'with reasonable 
clarity, deliberateness, and precision. ' Such as definition may 
appear in the written description" Teleflex, Inc. v. Ficosa No. Am. 
Corp., 63 USPQ2d 1374, 1381 (Fed. Cir. 2002) 
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Since no special definition has been established, the usage of "functional groups" 
and "aziridine" conflicts with the ordinary definition of these terms. 

It is noted that the present claims only require "three or more functional 
groups per molecule" (see claim 26), and the claim does not specify that the 
"functional groups" are crosslinking functional groups or whether the "molecule" 
is the agent molecule. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 26, 36, 37, 42 and 43 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. The claims 
are indefinite because it is not clear from the record how to interpret "functional 
groups" and thus, what constitutes a "polyfunctional cross-linking agent." 
Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

Claims 26, 37 and 43 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Shults et al (US 4,994,167). Shults anticipates the claim language 
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where BAYBOND 123 (see column 13, lines 11-46 of Shults) is a polycarbonate- 
polyurethane composition that is equivalent to Applicant's Bayhydrol 123 (see 
page 8, lines 1-3 of the specification) and wherein the organic acid functional 
groups are the carboxylate groups on the polymer backbone; see column 13, 
lines 11-27. On column 13, lines 52-55, Shults states that a crosslinking agent is 
added to the polymer to make the polymer. It appears that the claims do not 
preclude the n-methyl-2-pyrrolidone contained in each of these dispersions; see 
columns 13 and 14 of Shults. The coating composition contains an excess of 
polyfunctional crosslinking agent as claimed because an excess of cross-linking 
agent is not required just enough to crosslink some of the functional groups and 
provide functional groups capable of reacting with a bioactive agent. The 
bioactive agent is not positively required. The carbodiimide crosslinking agent of 
Shults has at least three functional groups to the extent required by the present 
claim language because aziridine (a smaller molecule of three elements) is 
claimed as having three of more functional groups; see claim 36. 

With regard to claim 43, Shultz teaches the reaction of the coating mixture 
(see column 13, lines 52-63) with the bioactive agent polyvinylpyrrolidone so the 
limitation of the claim is considered met. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
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said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

Claim 36 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Shults et al (US 4,994,1 67) in view of Zhong (EP 0728487) or Dutta et al (US 
5,528,830). Shults discloses using various crosslinking agents but not 
crosslinking agents of aziridine as claimed. However, Zhong (see the abstract) 
or Dutta (see column 1 , lines 25-35 and column 1 1 , lines 18-25) teach that it was 
known to utilize aziridine as a crosslinking agent in the medical coating art. 
Therefore, it is the Examiner's position that it would have been obvious to 
substitute aziridine as the crosslinking agent of Shults in that it is a known 
equivalent. 

Claim 42 is rejected under 35 U.S.C. 103(a) as obvious over Shults et al 
(US 4,994,1 67) in view of Nishimura et al (US 4,888,285) or Compere et al (US 
4,287,305) or Guire (US 4,979,959). One could reasonably interpret the claims 
are requiring a molar excess with respect to all organic acid functional groups. 
However, the prior art, as exemplified by Nishimura (see column 6, line 4 et seq.) 
or Compere (see the column 3, lines 1-18 and the abstract) or Guire (see column 
1 2, line 43 et seq. or column 1 3, line 32 seq.), knew to use a molar excess of 
crosslinking agent or reactant in order ensure that the reaction went to as close 
to 100% completion as possible. Therefore, it is the Examiner's position that it 
would have been obvious to utilize an excess of crosslinking agent with respect 
to all organic acid functional groups of Shults in order to ensure that the reaction 
goes to as close to 100% completion as possible or for the reasons that 
Nishimura, Compere, or Guire utilize the same. 
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Response to Arguments 

Applicant's arguments with respect to claims 26, 36, 37, and 42-43 have 
been considered but are moot in view of the new interpretation of the claim 
language precipitated by the amendments thereto. 

Conclusion 

Applicant should specifically point out the support for any amendments 
made to the disclosure, including the claims (MPEP 714.02 and 2163.06). Due 
to the procedure outlined in MPEP 2163.06 for interpreting claims, it is noted that 
other art may be applicable under 35 (JSC 1 02 of 35 USC 1 03(a) once the 
aforementioned issue(s) is/are addressed. 

Applicant is respectfully requested to provide a list of all copending 
applications that set forth similar subject matter to the present claims. A copy 
of such copending claims is respectfully requested in response to this Office 
action if the application is not stored in image format (i.e. the IFW system) or 
published. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Examiner Paul B. Prebilic whose telephone 
number is (571 ) 272-4758. He can normally be reached on 6:30-5:00 M-Th. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Corrine McDermott can be reached on 571-272-4754. 
The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 

/Paul Prebilic/ 
Paul Prebilic 
Primary Examiner 
Art Unit 3774 



